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The present invention relates to dry, stable compositions which 



be 



reconstituted to form pharmaceutical or cosmetic emulsions, and 

to 

methods for making such compositions. An emulsion is formed from 

about 

0.2 to 25 weight percent of a first component of an oil, about 
0.1 to 5 

weight percent of a second component of an emulsifier, about 0.25 

to 25 

weight percent of a cryoprotectant of an amino compound, such as 

one or 

more amino acids, peptides or protein hydrolysates , and an 
aqueous 

component, wherein the amino compound is present in an amount 
that is 

equal to or greater than that of the first component. Optionally, 

a 

co-emulsif ier, a suspension agent, a preservative, an antioxidant 

and a 

drug can be added to these emulsions. Thereafter, the emulsion is 
lyophilized to form dry compositions that have from about 40 to 
about 90 

weight percent of the amino compound; from about 0.1 to about 20 

weight 

percent of the emulsifier; and from about 0.2 to about 40 weight 
percent 

of the oily component. By combining the dry composition with an 
appropriate quantity of an aqueous liquid, the composition is 
reformed as 

an oil-in-water emulsion. 
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AB A soln. or suspension of a biol. active material (e.g. protein) 
and a 

stabilizing mixt. of a carbohydrate and a zwitterion with a polar 

or 

nonpolar group (e.g. an amino acid), or .gtoreq.2 zwitterions or 
derivs . 

thereof, is subjected to convection drying at a relative humidity 
of <70% 

and an inlet air temp, of <300. degree, to produce an amorphous or 
partially amorphous, homogeneous powd. product comprising uniform 

(esp . 

spherical) particles and having a glass transition temp, 
.gtoreq. 20. degree, (preferably . gtoreq. 40 . degree . ) and a residual 
moisture 

content <8%. The product is stable for .gtoreq. 12 mo and has a d. 
.gtoreq. 15% higher than that of lyophilizates . Thus, a mixt. of 
sucrose (50 mg/mL) , L-arginine (10 mg/mL) , and L-phenylalanine (10 
mg/mL) 

was spray dried at an inlet air temp, of 100. degree.. The product 

had 

residual water content 3.2%, d. 1.023 g/cm3, and glass transition 

temp . 

57.6. degree . . 
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AB Stable, water-sol. pharmaceutical prepns . contg. plasminogen 
activators, 

sugar, and tranexamic acid ( solubilizer ) as a lyophilizate or as 
an injection or infusion soln. are described. The prepns. contain 

in 

particular a sugar, a phosphate buffer, tranexamic acid, and a 
surfactant, 

the pH of the liq. solns . preferably being 5.5-6.5, and do not 

cause 

adverse effects on the veins. 
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The present invention concerns a process for the production of 
well-tolerated, preserved injection or infusion solutions 
containing 

human protein. 



